The continued growth of the number of patients receiving RRT levies not only a personal toll on families and communities, but also an increasing financial burden on Medicare. With patients with ESRD accounting for ,1% of the total Medicare population but consuming nearly 7% of Medicare costs, 1 there is a crucial need to explore new strategies to advance value-based care. The challenge of balancing cost constraints while maintaining quality of care continuously lingers over the nephrology community. The introduction of new health care policies and regulations are designed to enhance the value of care by improving patient outcomes and/or reducing costs. To ensure there are not unintended consequences of such policies (Primum non nocere -first, do no harm), a careful evaluation of their impact is needed. Even if there are formal evaluation strategies in place, it is often incumbent on the medical community to conduct independent analyses, especially when there could be conflicting effects of policies on patient and financial outcomes. In this issue of the Journal of the American Society of Nephrology (JASN), Chertow et al. take on such a challenge. 2 In an effort to balance quality of care and costs to optimize the value of renal health care delivery, the US Congress passed the Medicare Improvements for Patients with Providers Act (MIPPA HR 6331) in 2008, which mandated reform of Medicare reimbursement policies. The Centers for Medicare and Medicaid Services (CMS) released a final ruling for implementation of the ESRD prospect of payment system in July of 2010 3 that was subsequently implemented in January of 2011. 4, 5 This new, bundled payment for ESRD was developed on the same principles that led to the original "Composite Rate" dialysis payment introduced in 1983 and transformed reimbursement to one set payment per dialysis treatment, including ESRD lab tests, intravenous medications (e.g., erythropoiesis stimulating agents [ESAs] , vitamin D, and iron), and oral medications with intravenous equivalents. 6 To lower Medicare expenditures, the 2011 bundled payment for ESRD reduced payments to ESRD facilities by 2% overall and eliminated incentives to the overuse of previously profitable, separately billable drugs. In particular, ESAs changed from being separately billable to being part of the bundled payment. This was prompted, in part, due to the high costs of ESA treatment, and in part because controlled trials demonstrated that targeting hemoglobin levels of $13 g/dl led to higher rates of mortality, cardiovascular events, and stroke in patients with CKD. [7] [8] [9] These studies also led to the US Food and Drug administration to require a modification of ESA product labels, which were released in June of 2011. This replaced the conventional hemoglobin target of 10-12 g/dl with recommendations to reduce or interrupt dosing as the hemoglobin approaches or exceeds 11 g/dl. 10 Thus, the combination of the introduction of Medicare ESRD payment reform (in January of 2011) and changes in ESA product labeling (in June of 2011) rapidly led to a 29%-52% reduction in the use of ESAs in dialysis patients across different dialysis organizations. 11 However, the new bundled payment model also raised many concerns about the impact of managing trade-offs that could affect facility and/or provider behaviors and lead to unintended adverse consequences, 12 including worse outcomes for patients with ESRD due to the potential for undertreatment in terms of dialysis time, anemia management, and mineral and bone disorders. 4 In fact, the American Society of Nephrology (ASN) called for close monitoring of not only intermediate quality care outcomes such as lab values, but downstream clinical outcomes such as hospitalizations and mortality. 4 Several studies have subsequently examined the impact of bundled payment on intermediary outcomes and suggest that overall, the nephrology community has done an excellent job in maintaining the quality care for patients with ESRD. A recent analysis by Swaminathan et al. found the reduction in ESA use among dialysis patients was limited to those with a hematocrit .36%, with little change in use among patients with hematocrit #36%, suggesting that the impact on ESA reduction has appropriately been among patients who are least likely to benefit from the use of these agents. 13 In a cross-sectional analysis, Turenne et al. reported trends in ESRD quality care measures in 132 facilities in the Dialysis Outcomes and Practice Patterns Study from August of 2010 to December of 2011. 14 Not unexpectedly, they found that not only did mean hemoglobin levels fall from 11.5 to 11.0 g/dl, along with erythropoietin doses falling by .25%, but mean serum parathyroid hormone levels rose from 340 to 435 pg/ml. Of note, they found no meaningful differences by race regarding the rates of change of management practices or laboratory measures following payment reform. Thus, several studies of intermediary outcomes have suggested the bundle payment has not led to adverse clinical outcomes.
Under the existing bundled payment for ESRD regimen, the above early findings allay many of the concerns that providers might maximize profits by injudiciously lowering the use of medications such as ESAs, since they receive the same bundled fee regardless of the dose administered, leading to worse patient outcomes. Further, CMS also instituted another rule in January of 2011, establishing three quality performance measures that included reduction in payments related to the proportion of patients with hemoglobin ,10 g/dl, tempering the drive to underdose ESA. However, the impact of bundled payment for ESRD on the more downstream clinical outcomes that the ASN recommended be monitored, such as death or cardiovascular events, had yet to be reported. In this issue of JASN, Chertow et al. To isolate the potential impact of bundled payments, they not only accounted for differences in numerous patient characteristics, but assessed comorbid conditions using a multiple category variable that integrated both the timing and source of the claims information (e.g., inpatient/outpatient), potential regional variations based on renal network, and adjustment for influenza virulence (by tracking outpatient visits for influenza-like illness in the general population) as a surrogate for the effect of seasonal diseases on the dialysis population. They found, as expected, a dramatic fall in ESA use in 2011 associated with a decline in hemoglobin concentrations and an increase in the use of blood transfusions. Importantly, they found no initial evidence of an unintended relative increase in death or any major cardiovascular events during this early follow-up period. Mortality declined consistent with secular trends but stroke, VTE, and heart failure rates declined more than expected, suggesting the new hemoglobin targets and ESA practices have, in fact, improved the value of ESRD care by lowering costs and possibly improving, and at a minimum not worsening, major clinical outcomes.
Although the authors controlled for many variables, they were unable to control for factors including new public health or governmental initiatives in health and health care, such as hospital admission and disposition practices. The Affordable Care Act included hospital quality improvement payment policy changes (2010) (2011) (2012) ) that may have influenced clinical outcomes, and while the CMS-directed Hospital Re-admissions Reduction Program started in 2012, with a focus on reducing acute MI, congestive heart failure, and pneumonia readmissions, 15 practice patterns may have begun during the 2011-2012 observation period in anticipation of legislatively mandated incentives and penalties. Also, the authors were unable to adjust for changes in several aspects of dialysis patient care, such as the use of intravenous iron or vitamin D analogs, oral medications (including iron or vitamin D), and the rates of catheter use, all of which can impact patient outcomes. Finally, changes in the 2011 guidelines for the prevention and treatment of stroke and VTE may also have impacted cardiovascular outcomes. Despite these limitations, this report provides a thoughtful and comprehensive approach to examining the potential impact of policy changes on major clinical outcomes over time. In particular, it provides an excellent insight into the impact of bundled payment for ESRD on death and major cardiovascular outcomes, and provides a high level of confidence that the change in 2011 to bundled payments for ESRD has not led to overt unintended consequences in patient outcomes. Clearly these findings will require follow-up to see how longer term exposure to lower rates of ESA use and lower hemoglobin levels, coupled with the other changes in care influenced by the bundled payment plans, may alter the outcomes of patients receiving RRT with hemodialysis, including potential increased rates of HLA sensitization from increased blood transfusions leading to decreased rates of kidney transplantation. 16 Until then, the findings of Chertow et al. serve as a barometer for the status of ESRD following the introduction of the bundled payment plan, and we are happy to find their report reflects an increase in the value of care for patients with ESRD, that is, no change or improved outcomes in the setting of fiscal constraints. ACKNOWLEDGMENTS K.N. is supported, in part, by the National Institutes of Health (NIH) grants UL1TR000124 and P30-AG021684, and J.S. is supported, in part, by NIH grant K23DK103972.
